
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 223 1 3- 1 450 
www.usplo.gov 



APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


10/721,022 


11/25/2003 


Mary Ann Lukas-Laskey 


04012.0384 


3995 



22852 7590 01/23/2007 

FINNEGAN, HENDERSON, FARABOW, GARRETT & DUNNER 
LLP 

901 NEW YORK AVENUE, NW 
WASHINGTON, DC 2000 1 -44 1 3 



EXAMINER 



SPIVACK, PHYLLIS G 



ART UNIT 



PAPER NUMBER 



1614 



SHORTENED STATUTORY PERIOD OF RESPONSE 



MAIL DATE 



DELIVERY MODE 



3 MONTHS 01/23/2007 PAPER 

Please find below and/or attached an Office communication concerning this application or proceeding. 

If NO period for reply is specified above, the maximum statutory period will apply and will expire 6 MONTHS 
from the mailing date of this communication. 



PTOL-90A (Rev. 10/06) 







Application No. 


Applicant(s) 






Office Action Summary 


10/721,022 


LUKAS-LASKEY ET AL. 




Phyllis G. Spivack 


Art Unit 

1614 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1 )EI Responsive to communication(s) filed on October 11. 2006 . 
2a)Q This action is FINAL. 2b)K This action is non-final. 
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Disposition of Claims 

4) ^ Claim(s) 1-30 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) • is/are allowed. 

6) KI Claim(s) 1-30 is/are rejected. 
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Applicants' Request for Continued Examination (RCE) filed October 11, 2006 is 
acknowledged and accepted. Claims 1-30 remain under consideration. 

An Information Disclosure Statement filed October 1 1 , 2006 is further 
acknowledged and has been reviewed. 

The indicated allowability of claims 1-30 is withdrawn in view of reconsideration 
of references to Olsen et al., Journal of the American College of Cardiology , and Metra 
et al., Journal of the American College of Cardiology . Rejections based on these 
references follow. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the Invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

Claim 9 is rejected under 35 U.S.C. 102(a) as being anticipated by Metra et al. 
Journal of the American College of Cardiology . Metra teaches the oral administration of 
6.25 mg of carvedilol twice a day for 7 days. See the Abstract under Methods. Metra 
teaches the addition of carvedilol to "standard therapy", which meets the limitation of 
claim 9 drawn to "in combination with at least one other therapeutic agent". The open 
language of claim 9, i.e., the recitation of "comprising," allows for the inclusion of 
additional therapeutic options. 

Claim 9 is drawn to a method of treating to decrease a risk of mortality, 
comprising administering carvedilol once or twice daily, alone or in combination with at 



Application/Control Number: 10/721,022 Page 3 

Art Unit: 1614 

least one other therapeutic agent for a period of 7 to 28 days. See the Abstract under 
Conclusions where Metra teaches the administration of carvedilol to both reduce heart 
rate and also mean pulmonary artery and pulmonary wedge pressures in the short-term, 
and, improve exercise left ventricular systolic function and reduce heart failure 
symptoms in the long-term. In patients with idiopathic cardiomyopathy, administration 
of carvedilol improves submaximal exercise tolerance. Accordingly, carvedilol clearly 
decreases a risk of mortality in patients who suffer from the inability of the heart to 
maintain adequate blood circulation in the peripheral tissues and the lungs, and in 
patients having the clinical syndrome that defines congestive heart failure, i.e., 
shortness of breath, pitting edema, enlarged tender liver, engorged neck veins and 
pulmonary rales. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the Subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-8 and 10-30 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Olsen et al., Journal of the American College of Cardiology , and Metra et al., in 
view of Journal of the American College of Cardiology . 

Olsen teaches the oral administration of an initial dose of 3.125 mg of carvedilol 
twice daily for one week to improve both symptoms of congestive heart failure and left 
ventricular function in patients with congestive heart failure. In a second phase of 
administration, 6.25 mg of carvedilol is given twice daily and titrated over one month to 
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a maximum dose of 25 mg twice daily for those patients weighing less than 75 kg and 
50 mg twice daily for those patients weighing over 75 kg. In a third phase of 
administration, the dosing continued for three additional months. Accordingly, Olsen's 
teaching meets or suggests the dosing regimen requirements of claims 1 , 7, 10, 20 and 
26 with respect to the length of time of administration, the amount of drug given to 
patients and the daily administration requirements in each part of the triphasic claimed 
protocols. Metra provides a clear teaching drawn to a reduction in a risk of mortality in 
patients suffering from congestive heart failure. See the Abstract under Conclusions 
where Metra teaches the administration of carvedilol to both reduce heart rate and 
mean pulmonary artery and pulmonary wedge pressures in the short-term, and, improve 
exercise left ventricular systolic function and reduce heart failure symptoms in the long- 
term. In patients with idiopathic cardiomyopathy, administration of carvedilol improves 
submaximal exercise tolerance. 

Therefore, in view of the combined teachings of Olsen and Metra, one skilled in 
the cardiology art would have been motivated to administer carvedilol in a treatment 
regimen that comprises a first dosage (3.125 mg or 6.25 mg or 10-30% of the daily 
maintenance dosage) at least daily for a period of 7 days, followed by a second dosage 
(12.5 mg or 20-70% of the daily maintenance dosage) for a period of 7 days to a month 
and finally a third dosage (10-100mg carvedilol) for a maintenance period. The actual 
determination of an optimal duration and dosage of each phase of therapy and, in 
particular, the maintenance phase, would reasonably be determined by the skilled 
practitioner in cardiology, in view of each individual patient's medical profile, through no 
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more than routine experimentation, and, in particular, in view of the guidelines provided 
by the prior art. The conclusions drawn by Metra's teaching provide a reasonable 
expectation of success in decreasing a risk of mortality caused by congestive heart 
failure. 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Phyllis G. Spivack whose telephone number is 571-272- 
0585. The examiner can normally be reached on 10:30 AM-7 PM. 

If attempts to reach the Examiner by telephone are unsuccessful after one 
business day, the Examiner's supervisor, Ardin Marschel can be reached on 591-272- 
0718. The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 
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